


Adding ALTACE to existing medications further reduces 
the risk of heart attack, stroke or cardiovascular death. l- 

PrescrIptIon ALTACE IS not for everyone ALTACE pressure Do not take ALTACE during pregnancy, 

may cause swelling of the mouth, tongue, or as death or Injury to your unborn child may result, 

throat, which could cause extremely serious risk or If you’ve experienced serious side effects 

and requires lmmedlate medlcal care Common related to previous ACE inhibitors Your results 

side effects Include persistent dry cough, may vary See adjacent page for important 

dizziness, and light-headedness due to low blood product InformatIon You can do more 

Ask your doctor if ALTACE is right for you. 
wwwaltace corn I-866.4-ALTACE 
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ALTACE” Capsules 
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I I 
CONTRAlNDlCATlONS 
ALTACE IF comremd~ceted m  pet,em who e,e hyQe,sens,bve to th,s product o, 
any other englOtenS” con”el,“g en2yme “hlbrm ,a g , a  patlent Who  has 
experienced ensmadame dunna therapy wnh any ofbe, ACE ,mh,bltor, 

WARNINGS 
Anaphylecteid endPossibly Related Reactions:Angioedema ~aoentr 
wth B hIstory of angloedema unrelated to ACE mh,b~tor therapy may be et 
~ncrsared rusk of angloedema wtele recewmg en ACE ,mb,bnor Fee slso 
CONTRAINDICATlONS I Anmoedema of the face. extremmes. kos. tono”e. 
glotbs. and fsrynx has bee” reponed m  pabents treated w,th &~ote~s,n 
cowerO”g enzyme mhob~tors Angmedema essoctated wrth flryngeel edema ce,, 
be fate‘ If laryyngeal strldo, o, angloedema of the face. tongue. o, gloms occ”,s. 
treetmem wlh ALTACE should be d,sco”tm”ed end epproprmte theup” ,mStrmted 
~mmedm+y Where there is iewhremeut of the tongue. glottis. or 
larynx, likely te cause @way ob+~ction, e prupriate therapy, 8. 

B  
., 

yebcuteneous epmepltr!ne sefutten l:l.wO 0.3 ml to 0.5 ml) shau P d 

Anap 
romptly admutlstered. (See ADVERSE REACTI0NS.l  

t. actold reectmns during desensitization: Two pabents “ndergomg 
derewbzmg treatment wnh hymenoptere venom whde recewmg ACE mh,b,tors 
sunemed hfe-thresfenmg wphy,ecto,d leect~ons In the seme Qet,enu. these 
ieectlons were evo,ded when ACE ,nh,b,tors were temQo,ar,M wthheld. b”, they 
reappeared upon medvertent recheflenge Anaphylactoid reactions during 
membrane exposure: Ansphylacto,d ,eactlons have been reponed m  paben*; 
d,elyzed w,th h,gh-flux membranes end beated con~om,temly wnh en ACE 
~“h,b,tor AneQhylecto,d ,eac”on~ have also been reponed I” pet,eo,s “ndergomg 
low-densw bpoprote~n spheresu wlm dextren s”lfete absorption Hvpetensioe 
ALTACE ce” cause symptometm hypotenrlon. after elfherthe ,n,t,ef dose o, e  late, 
dose when the dosage has been mcreilsed t,ke other ACE ~mh,bdors. ramipr~l has 
been only rarely essocleted wnh hypotenslon I” ““compllceted hypertenwe 
patfeots Symptomaw hypotens~on IS most lhkely to occur m  pet~em who have 
bee” “~‘““a- and/or se&depleted es e rerun of prolonged d,“,e,,c therapy. 
d~efaw sak rem~f~oo. dmlws. dlerrhea. o, vommng Volume and/or set depletion 
should be corrected before mmet~ng therapy wRh ALTACE In Qe”ente wnh 
~onge~bve hean fa,l”re. wdh o, v&ho”? asrocleted ,ensl ms”fhc,ency. ACE 
mh,b,to,fhe,epy may ce”se excesswe hyQotens,on. whmh may be arrocleted v,*h 
ol,g~rle or ez~temoe sod, rarefy. w,lh ec”te renel fedure end death In such 
pabents. ALTACE the,epy should be started ““de, close med,cel supews~on, they 
should be followed closeb, ‘or the f,,~t 2  weeks of treetment and whenever the 
dose of ram,pr,l o, d,“,et,c IS mcreesed If hypmerwon OCCUR, the Qeben, should 
be placed m  e wpme posmo” and. d necessary. ueated WI~I ~mtrevenow ~mf”s,on 
of Qhyslologmal salme ALTACE treelment usually ce” be conbnued followmg 
,e~to,d~on of blood pressure end volume HepetiC Failure Rarely. ACE 
~“hrbrtors hwe been eSSocmted w,th e syndrome that stertr wnh cholestetlc 
,a”nd,ce and prog,e~reE1of”lm,nemheQetlc “ecros~sand ,somet,mer,deeth The 
“echa”ls” o‘thls syndrome IS not understood Pet,entS rewvmg ACE ,“h,blto,s 
who develop ,a”nd,ce 0, marked elevsflo”~ ofhepe,,c enzymes should d,Eco,Rm”e 
the ACE mhub~tor and ,ece~ve approprmte medIcal follow-up Neu@epenie/ 
Agranulocyieeisns w~ti tie, ACE mh~bnors. rarely. a  mild-m (soleted cilses 
severe-reducbonmthe red blood ceUco”~andhemaglob,nco”te”~whne blood 
cell or platelet m”nt may develop In IsoIefed ceses. eg,an”locytos,s. 
pa”c,topen~s. and bone ma,,ow depresslo” may occ”, Hemetolog,cei ,eecf,ons 
to ACE lmh,bno,s are more lkkely to OCC”, m  pet,ents wrd, collagen vescule, 
dlseere le g syntem~c lupus erythemetorus. schlerodermal end renal mpe,,ment 
Mon~tmng of whne blood ceil co”,@ sho”ld be considered m  oetlents wdh 

cause fetal and neonatal morbldny x?d de& when adm&ered to pregnant 
women Several dozen cases have been reponed m  the wodd lnerttwe When 
pregnancy IS detected. ACE ,mh,bnors should be dwonnnued as soon IS poss,ble 
The “re of ACE mh,b,to,s d”,,ng the second end thwd f,lmeRers of Qregnency has 
been aasoe,ated wnh fetal sod neonatal m)up/. \ncludmg hypotension. neonetsl 
skull hypoplew emma, revermble o, ~rre”ers~ble rent, fe,f”re. and death 
Gkgohydremmos has also been reported. presumably res”Ibng from decreased 
‘em renal funmon, ol~gohydrammos m  this setflog has bee” assowted with fetal 
kmb ~o”tractures. cran”fac,a, defo,mat,on. sod hypoplesbc lung development 
Prematurity, m@emer~ne growth retardaoon. and pstent ductus a~e,~os”s have 
slso been repomed. although ,t IS no, clear whether these oc~“r,e,,~es were due 
10 the ACE ,mh,bnor exposure These adverse effects do not eppeerto have resuhed 
from ,mtre~terme ACE mh,bnor exQos”re that he* been kmned tothe f,rntr,mene, 
Mothers whose embryos end fetuses are exposed to ACE ~mh,bltorr only durmg the 
h,stm”ester should be so m‘ormed None!heless.when pe”emS become Qregnen,. 
physwens sho”ld make every effortto dlscont,n”e the “se of AtTACE es soon as 
posabie Ra,eh/lp,obabIyless ohen thsn once I” everythousand p,egnanc,esj. no 
ai?e,nat~ve to ACE mh~bnorr w~ff be found In these ,e,e ceses. the mo,he,s should 
be epprlsed of the potent14 hazards to their fet”ses. and sew, ultrasound 
e~em,“at~on~ shouid be pslformed to assess the ,mt,eemn~or,c enwonmem 
If ol lgohydramn,os IS observed. ALTACE should be dlsconflnued unless I, IE 
conrldered Me-sewg for the mother Contrect~on St,ess teStlog ICSTI. e  non-soess 
testlNST1.0, b~ophyslcal Qroflbng IGPPI may be eppropnete. dependlog upon the 
week of pregnancy Pattents end phyrkxns should be ewxe, howeve,. that 
ol,gohydremmos me” “at appear “nt,, afier the fetus has s”ste,ned ,rrevers,b,e 
I”,“‘” infants with h,no,les of I” “,ero exposure to ACE mh,b,to,s should be 
ciosely observed for hypoterwon, obgurle. end hypukalemis If o,,g”r,e OCCUR. 
attentro” should be dlrected fowerd s”QQon of blood pressure end renal pe,f”s,on 
Exchange t,ensf”s,on o, dlelyws may be reqwed es means of reversmg 
hypotenslon a”d,o, subnltutlng io, dlsordered renal funct,on AtTACE wh,ch 
crm~e~ the placenta can be removed from the neonatal crc”let~on by these 
means. but lhm,fed experience her not shown that such remove, IE central to the 
treatment of these mfents No terstogenlc effects of AtTACE we,e seen ,” Et”d,es 
of pregnant raw. rabbw and cynomolgus monkeys One body surtece area bass, 
the doses used were up to epprox,metely 400 flmes I,” lets end monkeys, end 
2 tlme~ bn rsbblts, the recommended human dose 

PRECAUTIONS 
Impaired Gene/ Functmn As a conreqoence of mhlbltmg the 
,e”,“-e”g1o1eos,“-efdorterons system. changes m  renal ‘“nct,on may be 
antx\pated 1” susceptible mdwlduals In Qehems wRh severe eongenive heen 
fe~lure whore renal ‘““ction may depend on the ecbv~ty of the remn-ang,otens,n- 
aldosterone ~“stem. tleefment wRh anglofensln conve,hng enzyme ,“h,blfo,s, 

ALTACE is available in 1.2%. 2.5.. 5. and IO-mg capsules. 

mcludmg AtlACE! may be assocleted wlfh o,,g”r,a end,o, Q,og,eoswe ezotem,d 
and frarelyl wlfh acute renal fellure end/or death In hypenenswe Qat~ents w,fh 
undateral or bdateral renal artery Stenos~. ncrease~ m  blood “,el “ltrogen and 
serum creemne may occur Experience w$J, another ang,otensm conven,ng 
enlyme mh,bdor s”ggeEts that these ~mcreases e,e “su~lfy revermble upon 
dlscontln”et,on of ALTACE end/or dmret~c therapy In such pe”e”ts renei ‘“nct~on 
should be monrtored durmg d,e fi,St ‘ew weeks of therapy Some hypenenswe 
pet~ems wth no apparem pm-exlsung renal vascular dmease have developed 
rmcree~es m  blood wee Mogen and ser”m c,etf~mne. usually m,“o, and hens,ent. 
espec~elly when ALTACE has been gwn concomnemly v&h a d,“ret,c 
Th” IE more kke,y to DCC”‘ I” pet,sms wtil pre-ex,nmg rene, lmpelrme”t 
Dosage reducllon of ALTACE end/or d,rcom,““sbon of the d,“ret,c mily be 
requred Evaluation of the hypertensive patient should always 
include aseessmeut of renal function. ISee DOSAGE AND 
ADMINISTRATION.) Hyparkelemie: In clm~al mals. hyperkalemla (serum 
potes~~“m g,eeter man 57 mE@l occurred m  app,ox,meteF, 1% of hypenensw 
pahem rewwng ALTACE Iramtprlll In most cases. these were lsoleted vsI”es, 
which resolved despite conllnued therapy None of these pawnts WBE 
dlsconbnued from the tr,efs because of hyperkelem,e R,sk ‘acfors for the de& 
opment of hyperkefem,e mclude renal ms”ffic,enc”. d,ebeter meli~fus. and the 
~~n~omltant use of potess,“m-sparlog dl”,et,cr, potassmm supplemems. endlo, 
potassum-contemmg se‘? s”bSmUtes. which should be used cau11ously. d  et ~1,. 
with AtTACE ,Ses DRUG INTERACTlONS 1 Coetth: Presumabh due to the 
mh,bti,on of the degredetlon of endogenous bredykln,;. pers~ste,” “onprod”cf,ve 
co”gh has been ,epoRed wth 811 ACE mhlbrors. always resolv,ng afier 
dlsconimuabon of therapy ACE Inh,bnormduced cough should be cowldared I 
the ddferentlal dragnosls of cough Impaired Liver Function::Slnce ram~p,,l IS 
p,~me,,ly metabokzed by hepatlc elferases to I& ecbve momty, ram~prllat psdents 
with ,mpelred lkver function could develop markedly elevated plasma levels of 
ramwl No formal phermacoklnetlc nudles have been cerued out I” hypenenwe 
peflentsw~th ~mpared lkverfunti~on Howeve,.s~ncethe ren~n-eng~otensm system 
may he acwated m  Qetmnts wth severe lhver crrhos\% andlo, ~sc,,es. pe”,c”,e, 
caUt,on should be exercised mueabngthese paoent~ Serge~/Aeesthesia:ln 
Qatle”tS undergolog surgery 0, d”r,ng enerthesla Wf, agents that produce 
hypotenaon. ~.$“lQ,l~ me” block ang,otens,” If ‘olmeflo” mat would othe,w,se 
*CC”‘ secondary to compenserov (en,” release Hypote”s,on fhst occ”,s as a 
resun of rhls mechanism can be cotrected by volume exp~ns,on hIfonnatfoe 
for Petieete Pra&fnancv: Female penems of ChIldbearing age should be told 
sboti the con~eguences of second- end thtrd-tnmeste, exporure lo ACE 
Imh,btors. end they should ebo be told thetthese consequences do not ilQQB8, to 
have resulted from mtmuterme ACE mh,bltor exQos”,e fhat her bee” lhmded to the 
‘l‘s‘tr,“eSfer There patlerdsshoufd be askedto ,eQonQ‘eg”e”clesto,hel, phyw 
c!an~ as soon as posslbfe Angioedeme: Angloedema, mcludmg laryngeal 
edema. can OCC”, w,tb ,,eetmed with ACE mh,blfors, espec~elly ‘ollowg the ‘,,s, 
dose Patterns $ho”ld be so edwed end told to repon lmmedlatelv any ngns o, 
symptoms suggestmg ang,oedema lrwellmg of face. eyes. Ihpr, o, tongue. o, dl- 
c”i?,m b,ee,h,ng, andtouke no mole drug “m~lfhey have consukedwlththe pre- 
scrlbmg Qh”m,dn SymprOmatiC ,fypOteeeiO,,:Patlera should be CautIoned 
mat kghtheadedness can occ”,. eSQeC,ell” dwmg the first days of therapy, and I, 
Ehould be reported Pef~ents should be told thsf ,f syncope occ”,s, AtTACE should 
be dlsco,mn”ed “no the physuen has been consulted All petleots should be 
ce”boned the, madequate fl”,d mteke 0, excess~e persp~,et,o”, dlerrhea. o, 
vomltmg can lead to en excessive fell I” blood pressure. v&h the seme 
co”req”e”ces 0‘ IkgMheadedness end QOSSlble S”“CoQe tfyperkafende: 
Pat~ents should be told not 10 “se self subnltlltes contemmg poteswm who,,? 
consult,ng the,, QhySlCls” Neetmpenie: Pe,,ents should be fold to promptly 
EQOrt any md~ce”on of ,“feCtlon fe g, m,s th,o& fewI. wf,,ch co”ld be e s,gn of 
neubopen~e Drug lnterectiem With Nenstemidel Anti-inflammetery 
agents: Rarely, con~om~tem treatmem with ACE lnhlbitors and no”Re,o,def 
agems have been assocleted wti worrenmg of renal fellure end en mcreese m  
serum potawn Wifh diuretics: Pet~ems on daretics. espec~elly those I" 
whom dl”ret,c therapy WBS recendv mstnuted. mey occes~onelly experience en 
excesswe red”ct,on of blood pressure after mmaf~on of therapy w,th AtTACE 
The pors,b,kry of hypotenswe e”ecrs wnh ALTACE cs” be m,n,m,zed by e,,her 
d~rcontmumg rbe durebc o, ,“c,eesmg the sek (Make pr,or to “~e,,on of 
treetmem wth ALTACE If this IS not posslble,the sIeRl”g dose should be reduced 
ISee DOSAGE AND ADMlNlSTRATlON I Wti potassium supplemade 
and potassium-sparing diuretics: ALTACE can ertenuets potes6mm loss 
caused by thlezlde dlureucs Polarslum-sparlng dlurettcs (sp,,onolactone. 
am,londe. tnamterene. and others) 0, pomss~um supplements can mcreese the 
rrsk of hyperkelemla Therefore. d  concomitant “se of such agents IS ,nd,ceted. 
mev should be gl~eo wtih ~e”t,oo, end the Patlent’S ~e,“m potessl”m should be 
monnoredfreq”eody With litbium:lncreased worn llfhw~ lev& end symptoms 
of k,h,“m tox,c,,y have been reponed I” pabentS iecewng ACE mhlb,rors durmg 
therapy w,d, ,nh,“m These drugs should be coedmm,nered 4, ceubon, end 
frequent mon,tor,ng of ~a,“” ldh~um levek $5 recommended If e  d,“ret,c IS e,so 
used. the risk of lnhlum toxrcny may be mcreesed Other Neither AtTACE nor 1,s 
meteboldes have been found to mterect wdh food. dlgox,“. entec,d. f”roslm,de. 
ce”ebdmo. \mdomethacm. and ~mw~~tatm The combmet,on of AtTACE and 
Q‘OP‘a”OlOl showed no adverse effects on dynamic parsmeters (blood pressure 
end heen rate, The co-admm,nretmn of AtTACE end warfar,” d,d not adversely 
affectthe a”bcoag”le”t effects ofthe letterdrug Add~bonelly. co-adm,nlraf,on of 
ALTACE ti phenproFo”mon did not effect m,n~m”m phenprocoumon levels o, 
interfere wth fhe sublecis’ ~fate of anil-coagulanon Carcinogenesis, 
Mutagenesis, lmpeumem of Fertility No evidence of e  tumor~gen~c ettect 
was fo”“d when ram~pr~fwas g,ve” hyge”egeto ,ats for “Qto 24 momhs et doses 
of up 10 33, mglkglday 0, to m,ce for up to 18 months e1 doses of up to 113~3 
mg/kg,dey ,For elthe, EpeCIes. these doses ~,e ebo”t MO times the mex,m”m 
recommended humen dose when compared onthe bests of body surface erea , No 
m”,agen,c acbwtywer detected ,mtheAmesten,” bacte,,e,them,cron”cle”sten 
1” m,ce. unscheduled DNA synthes,~ m  a human cell hoe, o, e  toward geoe-mute”on 
assay I” B Chmere hamster ovary cell lkne Several metebolltes end deg,eda,,on 
p,od”cts of ,XWQ,ll were else negetlve I” the Ames test A study I” lilts wnh 
dosages es greet 8s 5W m&/day did not produce adverse effects on fenrl~ty 
Pmgeancv Pregnancy Categories C  (first trImester end 0 Isecond end th,,d 
twoesters) See WARNINGS: Fetal/Neonatal Morbiditq and Mortality. 
Nursing Mothers IngeStloo of single 10 mg oral dose of ALTACE resuked I” 
undetectable emounts of ramrprll end IU metabohtes m  breast m,lk However, 
because m”k,ple doses may produce low mdk concent,ef,ons that are not 
Qredlctabie horn smgle doses. women ,ecelvmg ALTACE sho”ld not breast feed 
Geriatric Use 01 the total number of pet~ems who received ,amlQ,~l I” US 
chmcsl sr”d,es of ALTACE 11 0% we,e 65 end we, wh,fe 02% we,e 75 sod eve, 
No weraIl ddferences I” effecbvenes~ 0, safety were observed between these 
Qa”e”tS and young81 Qstlents, and other repotted clmmsl experience has not 
,dentlfled d,“e,ences m  ,e~ponses between the elderly and younge, Qaf~ents. but 
greater rensnwy of home older mdlvlduals cannot be ruled OUT Pediatric Use 
Safety and effecbveners I” pedlatrlc Qatle”tS have “of been eRebkshed 

ADVERSE REACTIONS 

Monarch 
Pharmaceuticals” 

0 2002 Monarch Pharmaceuticals, Inc. 

WEM-AYERST 
LABORATORIES 
Phlladalphla, PA ,910, 

Hwertension ALTACE has been evaluated for safety m  we, 4.OW patrem wjth 934098 
h,‘~erte”~mn, of these. 1.23 piluents we,e studled I” US co”Volled tnels. end Cl 61732 

1.107 we‘8 studled I” ‘orelgn controlled t,,efs Almost 700 of these Qebents were 
treated‘oratleanone year The werail mcldence of,eQoWd adverse event~wls 
smda, m  AtTACE and placebo Q~“e”ts The mos, freq”a”t clewel side efiects 
lposslbly 0, probably related to shldy drug) reponed by pe”enD rece,vmg AtTACE 
I” US placebo-co”t,oIIed V,als we,e headache ,5&K,, ‘d,mness’ ,22%, and 
faf,g”e o, astheme 12 O%,, but only fhe ,e~f wes mow common ,n AtTACE pet,ems 
than I” paDentS given placebo Generally. the Side effects were mdd and ,rans,em, 
end there wes no relltlon to total dosage with,” the range of 125 10 20 mg 
D~scont”~atlon of therapy because of 8  side effect wes requred ,” epprox,metsly 
3% of US pabents treated wth ALTACE Ths most common ,elson~ ‘or 
dlscontlnuatlon were co”gh I1 O%I, ‘d,zzmeSS’ lO5XI. and impotence 104%) 0, 
observed mde effects considered Qosslbl” 0, probably releted to nudy dr”g fhat 
occurred m  US placebo-controlled t,,efs m  mole then 1% of petmnts treated w,th 
AtTACE. only eRhen,e (‘~Pgue, wes more common on ALTACE than placebo 
fZ% vs 111 In placebo-controlled ,,M,s. there was also 8” excess o‘“pper resp,. 
ratory lmfectlon and flu syndrome m  fhe ramlprll group. not anrlbuted at that ome 
to ramlprll As these st”dles we,e carr,ed o”t before the relebonsh~p of cough to 
ACE mh,b,tors was recogwed, some of these events may represent 
ram,Q,,l-Induced co”gh In a lets, I-yea, study, mcreesed co”gh WIS seen m  
tlmon 12% of rem,pr,l pabents. mth abo”t4C o‘plbems requmng d,sco”hn”e”on 
of treatment Heart Failure Pest Myocardial lnfarctiee Adverse ,eec”on~ 
iexcept laboratory abnormalmes) con&dered poswbh//probably related to sf”dy 
drug that occurred m  more then one percent of patlems end mole frequentfy on 
ramrpr,, are lhsted below The ,mc,dences rep,ewmng experiences ‘roe, ,he AIRE 
StUdy flGW ,amlp,lf Qatleofs. 982 placebo petleots. follow-“Q time 6 !o 46 months) 
mclude hypotenslon (ram,pnl ,1X, placebo 5%). mcrearad cough (ram,p,d 8%. 
placebo 5%1, d,zzmers ,,am,pr,l 4%. placebo 3%). angme pec,o,,s ,,am,pr~l 3%. 
Qheb.3 2%). “a”~ea (ra”,pnl 2%. placebo 1%). PoSt”,., hypotewon ,,am,p,,f 2%. 
placebo 1%). swcope lremw 2%. placebo l%l, vomnmg lramlprll 2%. placebo 
0 5%). vertrgo lrem~pnl 2%. placebo 0 7%). abnormal kidney funcoon irmprrl 1%. 
placebo OS%1 end dlarrhee lrsmlprll 1%. placebo 04%) Safety dota m  the HOPE 
trml MA5 petlents on ramp4 and 4652 pattents on placebo1 we,e collected es 
reasons for d~sconbnuet~on o, femporery ~m,e,r”pt~on of fre~tment 
D~sco”tmuat~on et any urna occurred m  34% of p~t,enrs on ram,p,,l and 32% 01 
petrents on placebo Pe,me”e”t d,scont,n”sflo” occurred m  29% of p8,e,“s on 
ramlprll end 28% of pet~ents on placebo Reasons fo, noppmg ,mck,ded cough 
kamlprd 7%. placebo 2%). hypotenslon o, dlzaness lramlprll 19%. placebo 1 5%). 
and angloedema lrarmp,dll3%, placebo 0 l%).Ths madence of co”ghwes wmfer 
to that SUBS I" me  AIRE s,el The ,ate of angloedema wes me same es ,o prsvlo”s 
cloxcal trwl~ lsee WARNINGS) Dther adverse expe,,ences ieponed m  
controlled Cllnlcel tne,s ,I” lets men ,% Of remlprll pat,ents,. 0‘ rare, e”entS seen 
m  Posfmertetmg axpenance. mclude the followmg ho some. a weal reletlonshlp 
todrug “se ~s”ncenM events notl,kelyto bedrug reletedendm,norevents have 
been ommed Body As e Whole: AnaQhylscto,d reecuon~ Bee 
WARNINGS I Cardiovascular Symptomatic hypotenslon [reported m  0 5% of 
pabents I” US tnalsl ISee WARNINGS and PRECAUTIONSI,  wncope end pal- 
pltauon~ Gematolegic: Pancympen~a. hemoh@ enemfe end thrombocympeme 
Renal: Some hypeRens,ve pebents w,,h no eppe,em QWLWSt”g ,ensl d,sease 
have developed mmo,. “s”elly t,e,,s,ed. mc,eeses m  blood urea nnrogen and 
serum crestmme when teklng AtTACE. QNtWhd” when AtTACE WBE gave” 
concomnamly wnh a d!“,etlc (See WARNINGS 1 Angloneurotic Edema: 
Angmneurotlc edema has been reponed I” 03% of Qa,lB”tE m  US cf,n,ct, mels 
ISee WARNINGS 1 Gastrointestinal: Pencreatn~s, ebdomlnel pem 
lsomettmeswlth enzyme changes suggestlog pencreeflf~s). anorexa, wnsr~pet~oo. 
diarrhea. dv mouth. dyspepsle. dysphegle, gast,oeme,ms. hepetltls. lmcressed 
E~~YB,IO” end tesfe d,rtu,bence Der,“atdOgiC: Apparent h”Qersens,,rq 
rea~tron~ lmanlfested by urncane. prunms. 01 rash. w,th orw”hout‘everJ, eweme 
muh~forme. pemph&!“s. Qhotosenssvrm. Qurpura. pemphlgold. Stevens-Johnson 
syndrome. tow epldermal oecroly~~~. and onycholysls Neumlogic end 
Psychiatric: Anxw, amnew COIIVUISIOIS. depressloo. heermg IOEI. 1msomn18. 
“8~o”s”eS. “e”talgla. “europethy. QaresfheEIe, som”ofence. t,“mt”s. tremor. 
veltrgo, end YIS~O” dM”,bences Miscellaneous As w,ti other ACE mh,b,to,s, 
B SVm~fom Complex has bee” reponed which me” mclude e Qosltl”e ANA. en 
elevared erythrocyte sed,menta,,on rate. e,threlg,a,arrh,e,s. mye,g,e, ‘eve,, 
“asc”IBs. eolmoph,ke. photosensmwfy, rash and other dermetologx 
menlfeRilt~o”s Addmonslly, es ,w,h other ACE mh,btors. eosmoph,l,c 
pnewmnin~ h.w been ,epoRed Feta~eOneta/ Morbidity end Mertefity 
See WARNINGS: FeteliNeonetal Marbidity end Mortality. Other 
%th~.dgC~. XdW%S. d”spnea, edema. ep,steXlS, ImQote”Ce. mcreesed swe8,mg. 
malarse. mvalg!e. and we!ght geln Clinical Laboratory Test Findings: 
Creatinine and Blood Urea Nmogen: I~c~~~EBE I” creat~oo~e I~Y~IS 
occurred m  12% of pef,ent~ ,ece,vmg AtTACE alone. and I” 15% of pet~ents 
recealng ALTACE and I d,“retlc Increases I” blood “lee n,,,ogen levels occurred 
m  0 5% of petlents ,ece,“,“g ALTACE clone and I” 3% of QabB”tS rece,v,ng ALTAR 
with a dturetfc None of these mcreeses reqwed d,$cont,n”et,on of ,,eetment 
‘“creates I” IheSe laboratory values ere mole hkeiy to occ”, I” Qebe”tS with lena, 
l”~“fh~,en~y or those Q,e,,eated wnh e dwetlc end, based on expeoence wth 
other ACE Inh,blton. would be expected to be espec~efly kkely I” Qatl8”fS wth 
renal aneq tienow (See WARNINGS and PRECAUTIONS \ S,nce ramiprl, 
decreases eldosterone secre,,on. eleveuon of se,“m por.w~,“m can occ”, 
Potzsl”m supplements end potBssI”m-spenng dlureocs should be given wh 
eauhon. and the peflent’s serum QoteSSlUm should be mondored hequently ,See 
WARNINGS end PRECAUTIONS 1 Hemoglobin end tlematacrit: 
Decreases I” hemoglobm 01 hemetocrn ,il low “al”e end a decrease of 5  pidf o, 
5% respectlvelyl were ‘1‘8. occurr\ng m  0 4% 0‘ patlams reCew”g *LTACE alone 
end m  15% of QZ,e”tS rewvmg AtTACE plus B d,“ret,c No US petmnts 
dlscontmuedtrestmem beceuse of decreases m  hemoglobmor hemetocr,, Other 
(causeI reletienships unknown) Clinically ~mponant changes m  standard 
laboratory tests were rarely essocleted w,th AtTACE adm,n,s,ret,on E,evet,ons of 
lbver enzymes. se‘“” b,l,r”b,“. “,IC ec,d. and blood glucose have bee” reported. as 
have cases ot hvponatrsmla and s~ane,ed mrldems of leukopeme, eormoph~he, 
and Q,otel”“,le in US tnels. less than g 2% of Q8fle”tS d,sco”,m”ed treatment lo, 
laboratory abnormaltiles. all of these were cases of prote~nuw o, abnormal 
her-‘Unction tests 

OVERDOSAGE 
Single oral doses m  ,ets end mxe of 10-11 g/kg resulted 1” s,gn,,,cant lethal,,” 
In dogs. oral doses es high es I g/kg mduced only mild geR,o,me~,m~, 
dlaress Llmned data on human overdorage xe awlable The moot fkkefy cl~mcel 
manrfembons would be symptoms anrlbutable to hypofension Gece”se the 
hypotenwe effect of rem,Qr,l IS ach,eved through vesod,fet,on end effective 
hypovolemla. it IS ,eesoneble to beat rampr,l overdose by mfusmn of no,mal 
Sell”* SOlU”O” 
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